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DETAILED ACTION 

Claims 1-20 and 23-25 are pending in the 
application. 

The rejection of the claims under 35 USC § 103 has 
been withdrawn since Applicant requested withdrawal of 
the rejection pursuant to 35 USC 103(c) in that the 
cited prior art and the present invention were commonly- 
owned at the time that the claimed invention was made. 
All other rejections made in the previous Office Action 
that do not appear below have been either overcome or 
withdrawn. Therefore, arguments pertaining to these 
rejections will not be addressed. 



Double Patenting 

The nonstatutory double patenting rejection is 
based on a judicially created doctrine grounded in 
public policy (a policy reflected in the statute) so as 
to prevent the unjustified or improper timewise 
extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple 
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assignees. A nonstatutory obviousness -type double 
patenting rejection is appropriate where the 
conflicting claims are not identical, but at least one 
examined application claim is not patentably distinct 
from the reference claim (s) because the examined 
application claim is either anticipated by, or would 
have been obvious over, the reference claim (s) . See, 
e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. 
Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 
(Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 
645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 
214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 
164 USPQ 619 (CCPA 1970) ; and In re Thorington, 418 
F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance 
with 37 CFR 1.321(c) or 1.321(d) may be used to 
overcome an actual or provisional rejection based on a 
nonstatutory double patenting ground provided the 
conflicting application or patent either is shown to be 
commonly owned with this application, or claims an 
invention made as a result of activities undertaken 
within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or 
agent of record may sign a terminal disclaimer. A 
terminal disclaimer signed by the assignee must fully 
comply with' 37 CFR 3.73(b) . 



Claims 1-20 and 23-25 are provisionally rejected on 
the ground of nonstatutory obviousness -type double 
patenting as being unpatentable over claims 1-34 and 
37-74 of copending Application No. 10/510,305. 
Although the conflicting claims are not identical, they 
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are not patentably distinct from each other because the 
instant claimed invention is generically claimed in the 
copending application. See, for instance, the specie 
in claim 39 in copending Application No. 10/510,3 05. 

The indiscriminate selection of "some" among "many" 
is prima facie obvious, In re Lemin , 141 USPQ 814 
(1964) . The motivation to make the claimed compounds 
derives from the expectation that structurally similar 
compounds would possess similar activity (e.g., 
modulation of endogenous growth hormone levels) 

One skilled in the art would thus be motivated to 
prepare products embraced by the copending application 
to arrive at the instant claimed products with the 
expectation of obtaining additional beneficial products 
that would modulate endogenous growth hormone levels. 
The instant claimed invention would have been suggested 
to one skilled in the art and therefore, the instant 
claimed invention would have been obvious to one 
skilled in the art. 
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This is a provisional obviousness- type double 
patenting rejection because the conflicting claims have 
not in fact been patented. 

Response to Arguments 

Applicant's arguments filed November 17, 2006. 
Applicant state that an acceptable terminal disclaimer 
will be submitted in the present application or in the 
copending application. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph 
Of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 
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Claim 23 is rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement 
requirement. The claim (s) contains subject matter 
which was not described in the specification in such a 
way as to enable one skilled in the art to. which it 
pertains, or with which it is most nearly connected, to 
make and/or use the invention. 

In In re Wands , 8 USPQ2d 1400 (1988) , factors to be 
considered in determining whether a disclosure meets 
the enablement requirement of 35 U.S.C. § 112, first 
paragraph, have been described. They are: 

1. the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 
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The nature of the invention 

Applicant is claiming a method for treating a 
physiological condition that is modulated or 
ameliorated by an increase in endogenous growth hormone 
by administering a compound of formula (I) . See claim 
23. From the reading of the specification, it appears 
that Applicant is asserting that the embraced 
compounds, because of their mode action which involves 
modulation by an increase in endogenous growth hormone, 
would be useful for treating or ameliorating numerous 
diseases and disorders such as insulin resistance, 
growth retardation associated with the Prader-Willi 
syndrome, pulmonary dysfunction, renal homeostasis, 
cachexia, etc. 

The state of the prior art and the predictability 
or lack thereof in the art 

The state of the prior art is that growth 
retardation associated with the Prader-Willi syndrome 
therapy, for example, remains highly unpredictable. 



Application/Control Number: 10/510,393 Page 8 

Art Unit: 1626 

Paterson et al . {Arch Dis Child, April 2003, 88(4), 
pages 283-285} and Burman et al . {Endocrine Reviews, 
2001, 22(6), pages 787-799} each teach discuss Prader- 
Willi syndrome. Burman et al. state "Prader-Willi 
syndrome is a genetic disorder characterized by both 
mental and physical abnormalities." Both Paterson et 
al . and Burman et al . indicate that there have been 
some improvements in height status by use of growth 
therapy. However, neither Paterson et al . nor Burman 
et al. teach that growth retardation associated with 
the Prader-Willi syndrome can be ameliorated by the use 
of growth hormone therapy. 

The amount of direction or guidance present and the 
presence or absence of working examples 

That a single class of compounds can be used for 
treating all physiological conditions that is modulated 
or ameliorated by an increase in endogenous growth 
hormone is an incredible finding for which Applicant 



Application/Control Number: 10/510,393 Page 9 

Art Unit: 1626 

has not provided supporting evidence. Applicant has 
not provided any competent evidence or disclosed tests 
that are highly predictive for the pharmaceutical use 
for treating all physiological conditions by 
administering the instant claimed compounds. 
The breadth of the claims 

The breadth of the claims is for treating a 
physiological condition that is modulated or 
ameliorated by an increase in endogenous growth hormone 
by administering a compound of formula (I) is embraced 
in the claim language. 

The quantity of experimentation needed 
The nature of the pharmaceutical arts is that it 
involves screening in vitro and in vivo to determine 
which compounds exhibit the desired pharmacological 
activities for each of the diseases and disorders 
instantly claimed. The quantity of experimentation 
needed would be undue when faced with the lack of 
direction and guidance present in the instant 
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specification in regards to testing all diseases and 
disorders generically embraced in the claim language, 
and when faced with the unpredictability of the 
pharmaceutical art. Thus, factors such as "sufficient 
working examples", "the level of skill in the art" and 
predictability, etc. have been demonstrated to be 
sufficiently lacking in the instant case for the 
instant method claims . 

The level of the skill in the art 

Even though the level of skill in the 
pharmaceutical art is very high, based on the 
unpredictable nature of the invention and state of the 
prior art and lack of guidance and direction, one 
skilled in the art could not use the claimed invention 
without undue experimentation. 



Any inquiry concerning this communication or 
earlier communications from the examiner should be 
directed to Laura L . Stockton whose telephone number is 
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(571) 272-0710. The examiner can normally be reached 
on Monday- Friday from 6:15 am to 2:45 pm. If the 
examiner is out of the Office, the examiner's 
supervisor, Joseph McKane, can be reached on 
(571) 272-0699. 

Information regarding the status of an application 
may be obtained from the Patent Application Information 
Retrieval (PAIR) system. Status information for 
published applications may be obtained from either 
Private PAIR or Public PAIR. Status information for 
unpublished applications is available through Private 
PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have 
questions on access to the Private PAIR system, contact 
the Electronic Business Center (EBC) at 866-217-9197 
(toll-free) . If you would like assistance from a USPTO 
Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA 
OR CANADA) or 571-272-1000. 

The Official fax phone number for the organization 
where this application or proceeding is assigned is 
(.571) 273-8300. 




Laura L. Stockton, Ph.D. 
Patent Examiner 
Art Unit 1626, Group 1620 
Technology Center 16 00 



March 6, 2007 



